Publication of additional EudraVigilance Training material and .
announcement of 2017 face to face training dates . All stakeholders

Publication of EV and
EVDAS training
EU Backwards Forwards Conversion Element Mapping spreadsheet + Final EU

Backwards Forwards Conversion Tool + EU Reference Instance to All

‘ Stakeholders

1
Final conversion tool for EZB(F$2)/(R3)
messages is available:

New EudraVigilance Training environment released to initiate face-
to-face training to EMA/trainers /MAHs
=4

Training environment EV8
upgrade complete and available

Announcement of the outcome of the independent audit to All
Announcement of the outcome of the ’ Stakeholders (><|
audit 22 May 2017

Initiate registration in EVWEB/EVDAS. EVDAS user registration will

RalcgEtatens ’ start on 1 June 2017 in a phased approach to MAHs

COMP (Test) environment
available

Publication of EudraVigilance Technical Support Plans & checklists,
updated EU Example Instances to NCAs/MAHs

Technical support plans &
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Operational Pharmacovigilance & EudraVigilance technical

Start of stakeholder support ’ support webinars kick off to EMA/MAHs/NCAs
webinars

1
i
Contact NCAs to set their rerouting rules using

1
NCAs contacted with ’ EVWEB
rerouting instructions

1

i
Updated EU ISOICSR Publication of the updated EU 1SO ICSR Implementation
Implementation Guide Guide, E2B(R3) code lists to All stakeholders

New EudraVigilance System go-live strategy

live strategy to NCAs/MAHs
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Key for symbols: Stakeholder groups:
0 Key milestone affecting all stakeholders °o Al sElchellers: MeAs, M, EU New EudraVigilance system a, _ System to receive E2B(R3)and (R2) messages from 22
Regulatory network, WHO, EMA, General go-live 22 November 2017 November 2017; move to simplified reporting All
0 Milestone affecting particular stakeholders Public i Stakeholders
lll Document publication . NCAs: National Competent Authorities

. MAH: Marketing Authorisation Holders Publication of the Benefits Assessment of EV change All

News item/Email Stakeholders

..- Webinar

Bold Target stakeholder group Document last updated: 23.06.2017

. EMA: European Medicines Agency

Publication of Benefits Assessment
1




	Slide Number 1

